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Evégikvoopevn ypion

H péoka eivar éva pn enepfaticd e£dptmua mov ypnoonoteitat yio t d10xETEVOT pong aépa (Le N xopis cupmTinpopotikd o&uyovo)
og Kamowov achevr| and Evav BeTikd aepaymyo.

®  Yyokevn mieong (PAP) 6mwg cuveyrg Betikn mtieon otovg oepaymyovs (CPAP) 1 ocdotua 800 emmédov.

®  H pdoka ypnoponoteiton and acdeveis ({uyiler>30kg), evdeikvutat yia xpnon ek véov arnd évav acbevi 610 0Klokd mepBailov.
®  H pdoka evdeicvotat yio yprion omd Evay acbevi] 6To vocokopelo 1§ 6€ voTiTovTo.

Avtevoeitelg

Av 0 ypfiong €xet Tig akdlovbeg mabnoeic, Tote T0 TPOIOdV pumopel va Py eivor katdAinio yio xpnon. Oa npénet va dobel Tpocoyn yopw
amd To mOTE MPEMEL VoL ypnolpomoteital. Xe kGbe mepintmon, eEaptdtol amd Tov YIoTpd Yo VO anoQacicel ov Oo Xp1GILOTOGEL T
paoka 1 6yt Avtég ol tabdfoeig teptapfdvovv:

®  [Ipdéopamn enéuPoon o patio 1 Enpd pdrio

® [odkopo

®  AQpoyraTtoknAn

®  Awntapayn TG AELTovpyiog TOL KapdlokoD celyKThipa, vaepfoiik Tokvdpdunon, e&acbevnuévog aviovakhootikos fyog
®  Euetde

[ ]

DLALOING TVELHOVOTAOELD

IMaBoroykd younAn aptnplokn ticon

Hopdxapyn tov dve aepoywyon
[Tvevpobmpoxog
Awryvootnke pe o&gia typopitida 1 péon otitida

g Kivduvo Yo avoppdenon YOoTPLKOD TEPLEYOUEVOL

Alepyia 1 vepevarsOnoio ota VAKE TG LAoKaS 1) o€ aoeveig Tov dev PTOpPoHV VO APAPEGOVV TN LOCKCL.

A TTPOXOXH:

Ymv Apepicn, n opoomovdlakn vopobeosio mepropilet Ty mdANo TG TApoVGOG GLGKEVHS Amd 1 KOTOTY EVIOANG 10TPOV.
& TTPOEIAOIIOIHXZEIZ

®  [lopaxarodpe dofdote Tov TapovTo 0dNyd TP T XpNomn.



O1 omtég agpiopod Tpénet va datnpodvot kabopEic.

Enreé&fynon mpoedomoinong: Ta cvotfpota CPAP gvdeikvovton yio xpfion pe e01KEG LACKEG YOPIG GUVOEGHOVG TTOV £XOVV OTTES
OEPLOLLOV Y10l VOL ETLTPETETAL 1] GUVEYNG POT| a€pa oo T pdoka. Otav to punydvnuo CPAP gvepyomoteitan kot Agttovpyei cwoTd, 0
véog aépag omd to pnyavnuo CPAP amopaxpivel Tov aé€pa mTov EKTVEETAL HEC® TNG GUVILUEVNG BVpOG EKTVONG TG LAOKAGC.
Qot600, 6tav to punyavnpo CPAP dev Aetrtovpyet, dev Ba Tapéyetor apketds KaBapog aépag HECH TG HACKAS KOt O EKTVEOUEVOG
aépag Oa glomvéetar ek vEov. H €16mvon ekmveOeEVOD aépa €K VEOL Yl LEYOADTEPO SLAoTNIO 0td OPKETA AETTA UTopel 6e HEPIKES
TEPTOGELS va. 0dnynoet og acpuéio. H mapovco npogidomoinomn woyvet yio ta tepiocdtepa Loviéda tov cvotnudtov CPAP.

Xe CPAP yopmiav mécewv 1 pon pécm g 00pag ekmvong umopel va gival avemropkng yio Tov Kabopiopd 0Aov Tov EKTVEOEVOD
aepiov amd Tov AV, MTopel vo TpoKLYEL KATOLL EIGTVOT| €K VEOV.

TNo va ghayiotomomceTe TOV Kivduvo gUeTON KATA TN d1dpKeLD. TOV VTTVOV, 0 0c0evig Oa Tpémet va amoPevyeL VoL TpMEL 1| VoL TTivel
TPELS DPEG TPV YpNOIoTom el T pdoko. H mapodoa packa dgv cuvictdtor av o achevig maipvel KATO0 GLVTOYOYPAPOVLEVO
QOPLOKO TOL EVOEXETOL VO TPOKOAETEL EUETO.

Mn ypnowomoteite ) pdoka av n BaAfido un eiomvong ex véov dev Ppioketan otn Béom .

H mapodoo paocka dev mpémet va ypnoionoteiton o acbevelg mov dev givol GLVEPYAGLUOL, OTOVEKPWUEVOL, LiT) OTOKPLVOLEVOL )
dev glvan o Béom va apapécovy T paoKa.

AxolovOnote OAeG TIC TPOPVAGEELS OTAV YPNCLOTOLEITE GUUTANPOUOTIKO 0EVLYOVO.

H pon o&uydvov mpénet va givan anevepyomompévn 0tav 1 yevviTpla potg dev Aettovpyel, doTe 0wtd TO aypnoomointo o&vuyodvo
Vo unv ouykevtpobel HEca 6To KAEIGUO TNG YEVVITPLNG POTG KL SNHLOVPYNGEL KIVOUVO TUPKAYIAS.

e otafepd puOUd poNg GLUTANPOUATIKNG Pong 0&LYOVOV, 1| CLYKEVTIP®OT| EIGTVEOUEVOD 0ELYOVOD TOIKIAAEL aVAAOYO LE TIG
pvOuicelg mieong, To 6Y£€410 avamvong Tov achevn, T HAcKa, TO oNELD EQUPUOYNS Kot TOV pLOUO dlappong.

Ot TeyVIKEG TPOJLOYPOUPEG TNG LACKOS TOPEXOVTOL Y10 TOV YIUTPO GOC MOTE VO ELEYYEL AV EIVOL GUUBOTN LUE TN YEVVITPLL PO AV
YPNOLOTOLEITOL TEPQL OO TIG TEYVIKEG TPOOLUYPAPES 1] YPNCULOTOIEITOL [E U1 GVUPOTEG GUOKEVES, TOTE TO GOPAYIGLO KOL 1] VEGT)
™G HAoKag EVOEYETAL VO UMV etvol amoTEAECUOTIKG, Vo unv pmopel va emrtevydel Peltictomompévn Bepaneio Kot dtappon M
Stovpoven otov pubpod Stappong evOEXETAL Va. ETNPEAGEL TN Agttovpyia TG YEVVATPLOG PONC.

2TOUOTAOTE VO YPNOLLOTOLEITE TN LAoKA Kot GLLBOVAELTEITE TOV Y10TpO Gag 1 Bgpamevtn vmvov, av £xete TYXON avemBount
avtidopaon and T ypnomn e LAcKaC.



®  Avotpééte 01O €YYEPIO0 TNG YEVVATPLOG PONG mOv SfETETE Yoo AemTopépeieg YOop® amd TG pLOUicels Kol AEITOvpyKéS
TANPpoPopies.

®  Onwg pe Oheg TIC HACKES, EVOEYETAL VO TPOKDYEL KOO €16TTVOT| €K VEOL o€ CPAP youniov mécewv.

®  Apaipéote OAN TN CLOKEVUGLO TPV YPTCLOTOW|GETE TN HACKO.

Mépn g pdokog

Yrootpi&n petdmon

Treletdg

Zorvog Badpioiog Kapymg

Q Kan

[epiotpoen

Avorypa 0epiopon i
Emévdvon

MMéve yavteg e£0TAMOpHOD KEQAANG

Kéto wpavteg e&omopod kepoing

E&omMopdc e kepong



TomoBéTnon

Xpnopomoote Evay TPOTLTO KOVIKO GOVOEGLO OV OITOLTOVVTOL OVOYVMGELS TEGTG 1/KOl GUUTANPOUATIKO 0EVYOVO.




1.ATooVVdEaTE £va 0o T KAT® KMT TOL eE0TAMGUOD KEQUANG OO TOV GKEAETO.
2.Kpoamote otafepd ™ pdoko 6to Tpdcmnd oag kot Tpafnéte Tov e£0mMoId KEPUANG amd T0 KEQOAL GOG.

3.0£pTe TOVG KAT® UAVTEG TOV EEO0MAMGHOD KEPOANG KATM® OO TO. OVTLA GOG, GLUVOESTE TOV EEOMAOUO KEQPOANG GTO KAT® UEPOG TOV
maisiov.

4. Abote 10 hovpdkio deoipatog 6Tovg TAve avtes Kepaing eomhopov. Tpapn&te 106Pfabia Tovg Wavteg uéxpt va eivar Gvetot Kat
otafepoi kar ovvdéate Eava to Velcro. Befoiwbeite 6t 1 pdoka topralel Kodd.

5. Abote to Aovpdkio decipaTog 6ToVg KATo ivtes ke@oAng eomhopov. Tpapnéte odPabua tovg waveg péypt n péoko va givol
otafepn Kot Gvetn. Zovdéote Eava to Aovpaxio ceIEI0TOoC.

6. H pdoxa kot o e£omAMopdg KePoAg 60g TPENEL Vo TOmoBeToHVTAL OTMG QAIVETL GTNV EIKOVOL.
A EXnmpeioon:

ZuVOEDTE TN COANVOON GEP TNG CVOKEVNG GTOV GTPOoPEn Laokog Kot Beformbeite 6Tt eivan oTafepd cuvdedepévn.
Ag@aipeon

lNo va aparpéoete ) pioka, omocuviiote £va omd To KAt KAMm Tov £omMopol Ke@aAng kot tpafnéte ) pdoko Kot Tov e£0nMGpHO
KEPOUANG TAV® OO TO KEPAAL GOG.

A MMPO®PYAAZEEIX
®  Mnv apatpeite Tov eE0TAMOUO KEPAANG LEYPL VO oerevBep@BOVV Ta KM

®  [lopaxarodue Pefarwbeite 6T1 propeite va apapécete ehedBepa v PN Kot ToV EEOTAMOUO KEQUANG



Amocvvapporoynon

A Inpew@oeg:

Mmnopei va mpokdyel Guvapproyn ToL GoAvVa Badptaiog KAUYNG Kot 1) YKATAGTUON €K VEOV VO YiVEL TLO SUGKOAT.
N ™

h Y

1. Amocvvééote ™ coMvmon aépa. AQapécste To KAT® KM Tov eE0MMGHOD KEPUANG KOl OTAYKIGTPMGTE TOVG TAV® HAVTEG TOVL
€EOTAMGLOV KEPOANG.

2. Egympiote TPOGEKTIKA TNV EMEVOVOT and TOV GKEAETO.

Eravacvvappoioynon

-




1. Ztepedote TV €nEVOLOT HEGH GTO KAVAAL TOV TAOLGIOV.

2. ITepdiote TOVG TAVO HUAVTEG TOL EEOTAGLOV KEPAANG LEGH OO TOV BPOYYO TOV GKEAETOV. ALOTNPNGTE TOL KAT KOAANUEVO TAV® GTOVG
KATO Wavtes Tov e£0mAopod KEPAANG Kot 0EGTE TOV EE0TAMOUO KEPAANG GTO KAT® LEPOG TOV GKEAETOD.

KaBapiopog g pdokog oto omitt

ZNHELDOELS:
H péoka kot 0 £omMopdg ke@ang umnopet va kabaptotel povo e mAdoipo 6to XEpL.
O coMjvag Babaiov coiva ka1 Borfida dev pmopel va amocvvapporoyndei yio mivopo.

Av vrapyel Kamoto eppavig emdeivoon oe eEdppa g pdokag (pdylopa, Ttox®on, okicllo, KTA.), T0te to e&pTnua g
paokag Oo mpénet vo omopplebei kot vo ovtikataotadel.

IMMPO®YAAEEIX
Mn ypnowonoteite SwAdpato wov TEPEYOLY  YAMPIVN, YADPLO, OAKOOAN, OPOUOTIKEG OVGIES, EVLOOTIKEG OVGIEG,
avTaKTn pdloKoVs TapayovTeg 1 EAato. pe dpopa yio vo Kabopicete 0motodNToTe HEPOG TOV GUGTALOTOG 1) TN COAVMGCT) 0EPCL.

Avtd T0. StoddpoTo. VOEETAL VO TPpokaAEGovY {nud Ko va tepropicovv T didpketa {oNg Tov TpoidvTos.

H éx0eon omoovdnmote PEPOVG TOV GUOTNHUATOS N TG COAVMOCNG G6TO (UECO QOGS TOL YAV M og Bepudmta pmopel va
npoKorécel emdeivaon.

Mn XpNOYOTOLEITE ATOPPVTAVTIKO TATMV Y10t TO TAVGIUO TNG TOPOVGAS LACKAS.

Mn ypnoyonoteite to eEAPTHLATA THG LACKAS Y10 GTEYVOUO LE 0EPE GTO GUEGO PMS TOV NALOV KOBMDG 0vTd UIopel Vo et OVEL
™V OPILaVeT) ToL TPOidVTOC.

Mnyv cdepmvete Tov EOTMONO KEPaANG. Mmopel va Katactpéyel Tov eE0mAMOUO KEQUANG

Av o kaBapiopog dev Exet ohokAnpwbel coppmva pe tig 0dnyieg (1] avéhote ™ cuyvotnta tov kKabapiopov). Mropei va 0dnynoet
G€ KOK1| 063001 TOV TPOIOVTOG 1) 6€ HElOpEVT dtdprela {mng Tov mTpoidvTog.

KoOnpepiva/Metd amo kabe yprion

ATOcLVAPHOLOYNOTE TO EEAPTALOTOL TG LOCKAS COUPMVOL LE TIG 0ONYIEG ATOGUVUPULOAOYNOTG.

KoBapiote de&odkd ta Eeywprotd e&aptipato tng paokag (EEapovpévou Tov eE0TAGHOD KEPUANG), TpifovTag amadd pe (eotd
vepo (mepinov 30° C) ¥pNOYLOTOI®VTOG O GATOVVL.

Xpnoiporomote o fovptoo e LoAaKN TPy Yo vor KaOopicETE TO GvoryLLd 0ePLOLLOV.

INa va ertidoete 10 6@payiopa TG LAOKOG, To M0N0 TPOCHOTOV o TPETEL VOL APapOVVTOL 0TTO TNV EMEVEVON UETE TN PN ON.



® Emfeswpnorte kdbe eEdptnua Kot ov amoteiton Exovordpete 1o TAOGIHO HEYPL va. ivar epeovag Kobapd kot BePaiwbeite 6TL dev
€XOUV PEIVEL VTOAEIULATO GOTOVVIOD.

®  Eemhévete OAa TO eEQPTALOTO KOAG LLE TOGLO VEPO KOL TO OPIVETE VO OTEYVAOGOVV GTOV 0EPN GE GLEGO PMS TOL HALOV.

®  Ortav Ol ta eEoptnpoTa eivar oteyvd, cuvapporoynote Eova cOUE®VA LE TIG 0dNYiEG AVAGUVAPLOAGYNONG.

Epdopadraia

®  [T\évete 610 YXEpt Tov e€omMopd kepalng kot OAa ta eEaptnpota oe (eotod (mepinov 30°C) vepd pe comovvi. Xpnopomoteite ayvo
camoUVL. ZEMAEVETE TOL EEAPTNLOTO KOAG KO TO. OQNVETE VO GTEYVAOGOVV GTOV G.EPQL GE GLEGO YOG TOV NALOV.

® H mapodoa evépyela Ba emdevdoel 1 Ba kotaotpéyet T péoka Kot Oo pukpdver ) didpketo (oNg tov. Av vrdpyet Kamot

eupavng emdeivoon oe e&appa g pdokag (payoua, Ttoyeon, okiolo, KTA.), tote to eEdptnpo ¢ pdokag o tpénet va
amopprpBel kot va avtikotactadei.

Xp1NoLHOTON|GTE T1] LO.CKO GTO VOGOKOUELOD 1] GE LVOTITOVTO
A TIPO®YAAZEEIXZ
H pdoxa eivon yua yprion povo evog acbevoig 6to vocokopeio 1 o€ wotitonto. Av 1 péoka Aepwbel Katd T xpnomn, TopaKodlovpe

XPNOLOTOMGTE 10TPLd Tavi Kobapiopov pog xpnong n xopti yio va kabopicete eppavn Ppopid Kot ot cuvEyeia EEMAOVETE KAAQ T
Haoka Le TOGLLO VEPD KOl PTOTE TN VO GTEYVAGCEL GTOV 0EPE 6TO GLEGO PMOG TOL NALOV.

AvTipetomon apopfinpatmv

[popAnpa ITBovn artio Avon

H péoko givor modd Bopufddng  Ta avolypata aepiopod givor prhokapiopéva Ta  avoilypoto kabopiopod cOpe@VE HE  TIG
N uepkag pmlokapiopévo. H pdoka éyet Odnyieg oto «Kabapiopds g pdokag 6Tto omitw.
ocuvapporoyndei espoipéva. ZuvopHoLOYHoTE EK VEOL T LACKA.

H pdoko mopovoidler Swappony H pdoko evoéyetor vo €xet tomofetnbei AkolovOnote mpooektikd Tig o0dnyleg ot0
YOp® and TO TPOCMTO. EGQOALEVQ. «TomoBémon».




H péoko dev eivon dvetn

H pdoko evoéyeton va €xel tomobetnOei Axolovbnote  mpooektikd TG 0dnyieg  ©TO

€0QUAEVOL.

«TomoBéony.

H emévdévon g pdokog pmopet va givar Ta avoiypota kobapiopod copemva pe tig Odnyieg

Bpopun

010 «Kabopiopdg g piokag 6to omityy.

Teyvikéc Tpooraypapé

Kopmdin nieong-pong

PuOuodg ponig (L/min)

&0

50

10

a8 12 16 20 sl 30

[Tieon péoxag (cmH20)

ITAnpoopieg kevov ydpov

Kevog ydpog givat 0 detog 6yKog TG LAGKOG LEXPL TNV TEPIGTPOPT.

O Kevog YMPOS TG LACSKOG dopEPeEL avdAoya pe o péyebog g emévdvong aArd
glvon pkpodtepog amd 208 mL.

ITieon Bepoameiog

4 ¢w¢ 30 cmH20




Avtictaon

[It®on ov petpodpevn micon
ota 50 L/min: < 0,5 cmH20
ota 100 L/min: < 1,5 cmH20

AvTicToo™ €10MVONG KOl EKTVONG LE OVOLXTH TN
BoABida un elomvong ek VEOL GTNV ATUOCQALPIKY
migon.

Ewonvon oto 50 L/min: <2 emH20

Exnvon ota 50 L/min: <2 cmH20

Avoyt PaiPido pn eonvong ek véov oy
OTLOCQALPIKY TTiEoT

<2 cmH20

H BoABido pun elomvong ek véov
KAELOTN OTNV OTHLOGPALPIKT|
mieon

<2 cmH>0

"Hyog

AHAOQMENEYX TIMEYX EKIIOMIIHXE OOPYBQN AIYHO®IOY APIGMOY
oopeava pe to ISO 4871. To eminedo nyntikng 1oxbog e otdOon A g HaoKog
givan pukpodtepo and 38 dBA, pe afefordtnta 3 dBA. To erinedo nyntikng migong
pe otdfuion A g pdokog oe andotaon tov 1 m givor kbt and 30 dBA, pe
apepordra 3 dBA.

MepPorroviikég cuvOnkeg

Agrrovpywn Beppokpaoio: +5°C éwg +40°C (41°F éwg 104°F)
Agrrovpywn| vypooio: 10%~90% ocyetikn vYpacia y®PIG CLUTVKVAUATO
Amobnkevon kot petapopd: -20°C émg +60°C(-4°F émg 140°F)

Yypacio oamobnkevong kot petagopdc: 10%~90% oxetikny vypacio yxwpig
GUUTUKVOULOTOL

Enpeioon: To cOotnua packKag dev TePLEXEL PLOIKO AATEE ad KOoVTGOVK, VAKE artd TToAvfvuroyiwpidio 1 61¢ (2-atbure&od) BaAkd

£0TEPQL.
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AmoOnkevon

BePoaiwbeite 611 n pdoka eivonr Kodd kabopn kot oteyvi Tpv T QLAAEETE Yo, HEYOAO YPOVIKO Sidotnio. ATobnkehote ) pndoka 6e
GTEYVO UEPOG LOKPLY OO TO AUECO PG TOV NALOV.

Awd0gon

H péoko dev mepiéyet Tuxdv PraPepés ovoieg kat umopel va anoppiobet pe to Kavovikd oklokd omopAnto.

Xoppoira

2ot Kot cuoKevacio

Kwdwdg moptidog

|LOT|

Hpepopnvia xatackeong

ApOpog kataAdyou

m | 5
m
L

@ Agv anoteheitat and PoKO ATEE 0O KOOVLTGOVK

/ﬂ/t‘ﬂx. Op1o Oeppokpaciog

it

‘Op1o vypooiog

I Karaockevaotg

E&ovcrodompévog avtimpdonrog otnv Evponoaiky Kowodtnta

- Tatpucn cvokevn
g Xpnon éwg

lj:il YvpPovievteite Tig 0dnyieg ypnong

®)

m
]
)
m
T

B
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"Evog acBevig - molhamhr xprion

a)

[Ipocoyn, cvpPovievteite o GLVOSEVOLEV £YYPAPAL.

A Ymodewevoet pia Ipogidomoinon 1 Ilpocoyr kot oag edonotel yio kdmoto mhavo tpavpoticpnd 1 e&nyel edkd pétpa yuo
TIV 0GQOAT KO OTOTEAEGLLOTIKT] ¥PTON TNG GUGKEVT|G.

C E >ouporo CE
mz3

Ilepropropévn eyyvmon

Eyyvdtor 61t 1 Mdoka, cvpmepilapfavopévng me povadag Xkeietov, g Enévduvong, tov E&omliopod kepaAng dev Ba pépovv
EMOTTOUATO GTO VAIKO TOVG KOl OTIV KATAGKELT TOVG Yl pia TePiodo evevivea (90) nuepdv amd Ty nuepopnvia ayopds amd tov apyikd
KOTOVOAMTY.

H mapovca eyydonon dev kaddmter {npid mov tpokoreitar amd atdynio, Kok xpnon, Katdypnon, auéAelo, TpoTonoinset, amotuyio ot
¥pnon M ) ocvvripnon tov [poidviog vad cuvBNKeS ELGLOAOYIKIG YPNONG Kol GOUE@VE He TOVG 6povg G Pifrioypagicg tov
TPOIOVTOG Kot GAL®V EAATTOUATOV TTOV dgV GYETILOVTOL LE TO VAIKA 1] TNV KOTOGKELT.

Suzhou Yuyue Medical Technology Co., Ltd.
d No.9 Jinfeng Road., Suzhou Science & Technology Town, 215163 Suzhou, Jiangsu, PRC

TnA.:+86-512-67373001

10TOGEAMSO: WWW.yuyue.com.cn

Metrax GmbH

Rheinwaldstr.22, D- 78628 Rottweil, Germany
TnA.:+49-741-257-0
Dok +49-741-257-214

HXextpovikd tayvdpopeio: vigilance@primedic.com

0123

"Exdoon IFU-V-20(01): B
Hpepopnvio mpogtopaciog: 2020-02
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yuwell

Suzhou Yuyue Medical Technology Co., Ltd. U Se r M a n u a l

No.9 Jinfeng Road., Suzhou Science &
Technology Town, 215163 Suzhou, Jiangsu, PRC
Tel: +86—-512-67373001 Breathwear Series

web address: www.yuwell.com

Full Face Mask
Metrax GmbH
(e I77] Bheinwaldstr.22, D-78628 Rottweil, Germany YF-01

Tel: +49-741-257-0 +49-741-257-223
Fax: +49-741-257-214

E-mail: vigilance@primedic.com
heiko.borkowsky@primedic.com 0123

IFU-V-20(01) version: D
Prepared date: 2022-03




Intended use

The mask is a noninvasive accessory used for channeling airflow (With or

without supplemental oxygen) to a patient from a positive airway pressure

(PAP) device such as a continuous positive airway pressure (CPAP) or

bi-level system.

» The mask is to be used by patients (weighing>30kg), intended for single—
patient reuse in the home environment.

* The mask is intended for single—patient use in the hospital or institutional
environment.

Contraindications

If the user has the following diseases, the product may not be suitable for use.
Special attention should also be given when it must be used. In either case, it
is up to the doctor to decide whether or not to use the mask. These diseases
include:

* Recent eye surgery or dry eyes

e Glaucoma

* Hiatal hernia

« Impaired cardiac sphincter function, excessive reflux, impaired cough reflex
¢ Vomiting

¢ Bullous Lung Disease

« Pathologically Low Blood Pressure

Bypassed Upper Airway

* Pneumothorax

Diagnosed with acute sinusitis or otitis media

At risk for aspiration of gastric contents

Allergy or hypersensitivity to the mask materials, or on patients unable to
remove the mask

/\ CAUTION:
In the US, Federal law restricts the sale of this device to sale by or on the
order of a physician.

/\ WARNINGS
« Please read the entire guide before use.



The vent holes must be kept clear.

Explanation of Warning: CPAP systems are intended to be used with
special masks with connectors which have vent holes to allow continuous
flow of air out of the mask. When the CPAP machine is turned on and
functioning properly, new air from the CPAP machine flushes the exhaled
air out through the attached mask exhalation port. However, when the
CPAP machine is not operating, enough fresh air will not be provided
through the mask, and exhaled air will be rebreathed. Rebreathing of
exhaled air for longer than several minutes can, in some circumstances,
lead to suffocation. This warning applies to most models of CPAP systems.
At low CPAP pressures the flow through the exhaled port may be
inadequate to clear all exhaled gas from the tube. Some rebreathing may
occur.

To minimize the risk of vomiting during sleep, the patient should avoid
eating or drinking for three hours before using the mask. This mask is not
recommended if the patient is taking a prescription drug that may cause
vomiting.

Do not use the mask without the Non—Rebreathing Valve in place.

This mask should not be used on patients who are uncooperative,
obtunded, unresponsive, or unable to remove the mask.

Follow all precautions when using supplemental oxygen.

Oxygen flow must be turned off when the flow generator is not operating,
so that unused oxygen does not accumulate within the flow generator
enclosure and create a risk of fire.

At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen
concentration varies, depending on the pressure settings, patient breathing
pattern, mask, point of application and leak rate.

The technical specifications of the mask are provided for your clinician to
check if it is compatible with the flow generator. If it is used beyond technical
specifications or used with incompatible devices, the seal and comfort of
the mask may not be effective, optimum therapy may not be achieved,
and leak, or variation in the rate of leak, may affect the function of the flow
generator.

Stop using the mask and consult your physician or sleep therapist, if you

have ANY adverse reaction to the use of the mask.

» Refer to your flow generator manual for details on settings and operational
information.

¢ As with all masks, some rebreathing may occur at low CPAP pressures.

« Remove all packaging before using the mask.

Parts of the mask

—Forehead support

Frame

Elbow

Clip
Swivel

Frame assembly

Vent Cushion

Upper headgear straps

Lower headgear straps

Headgear



Fitting
Use a standard conical connector if pressure readings and / or supplemental
oxygen are required.

-
o
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. Unclip one of the lower headgear clips from the frame.

. Hold the mask steadily on your face and pull the headgear over your head.

. Bringing the lower headgear straps below your ears, clip the headgear to

the lower part of the frame.

4. Undo the fastening tabs on the upper headgear straps. Pull the straps
evenly until they are comfortable and firm, and reattach the Velcro. Ensure
that the mask fits well.

5. Undo the fastening tabs on the lower headgear straps. Pull the straps
evenly until the mask is stable and comfortable. Reattach the fastening
tabs.

6. Your mask and headgear should be positioned as shown in the illustration.

/\ Note:

Connect the device air tubing to the swivel of mask and ensure it is firmly
connected.

w N

Removal

To remove the mask, disconnect one of the lower headgear clips and pull the
mask and headgear up over your head.

/\ CAUTIONS

* Do not remove the headgear until the clips is released

* Please confirm that you can remove the buckle and headgear freely



Disassembly

/\ Notes:
The elbow assembly can may be incurred and the re—installation will become
more difficult.

1. Detach the air tubing. Unclip the lower headgear clips and unhook the
upper headgear Straps.
2. Gently separate the cushion from the frame.

Reassembly

~

1. Fit the cushion into the channel of the frame.

2. Threading the upper headgear straps through the loop of the frame. Keep
the clips attached to the lower headgear straps and clip the headgear to
the lower part of the frame.

Cleaning the Mask at Home

/\ Notes:

¢ The mask and headgear can only be cleaned through hand washing.

* The elbow and the valve cannot be dissembled for washing.

« If any visible deterioration of a mask component is apparent (cracking,
crazing, tears etc), the mask component should be discarded and replaced.

« Recommended replacement masks after cleaning 30 times. It is
recommended to replace every month.

/\ CAUTIONS

* Do not use solutions containing bleach, chlorine, alcohol, aromatics,
moisturizers, antibacterial agents, or scented oils to clean any part of the
system or air tubing. These solutions may cause damage and reduce the
life of the product.

* Exposing any part of the system or tubing to direct sunlight or heat may
cause deterioration.

* Do not use dishwasher to wash this mask.

¢ Do not the mask components to air dry in the direct sunlight as it may

accelerate product aging.

Do not iron the headgear. It may damage the headgear

If cleaning is not done in accordance with the instructions (or increase the

frequency of cleaning). May result in poor product performance or reduced

product life.

Daily / After Each Use

* Disassemble the mask components according to the disassembly
instructions.

» Thoroughly clean the separated mask components (excluding headgear),
by gently rubbing in warm (approx. 30°C) water using mild soap. Soak in
water no more than 10 minutes.



Use a soft bristle brush to clean the vent.

» To optimise the mask seal, facial oils should be removed from the cushion
after use.

Inspect each component and, if required, repeat washing until visually
clean, making sure there is no soap residue.

Rinse all components well 3—5min with drinking quality water and allow to
air dry out of direct sunlight.

* When all components are dry, reassemble according to the reassembly
instructions.

Weekly

» Hand washes the headgear and all components in warm (approx. 30°C)
and soapy water. Use pure soap. Rinse the components well and allow
them to air dry out of direct sunlight.

* This action will age or damage the mask and shorten its service life. If any
visible deterioration of a mask component is apparent (cracking, crazing,
tears etc), the mask component should be discarded and replaced.

Use the Mask in the Hospital or Institutional environment

/\ CAUTIONS
The mask is for single—patient use in the hospital or institutional environment.
Cleaning methods according to section: Cleaning the Mask at Home.

Troubleshooting

Mask is
uncomfortable

Mask may have been
fitted incorrectly.

Carefully follow instructions
in “Fitting” .

Mask cushion may be
dirty

Clean vents according to
Instructions in “Cleaning
the Mask at Home” .

Problem

Possible cause

Solution

Mask is too noisy

Vents are blocked or
partially blocked.
Mask is assembled
incorrectly.

Clean vents according to
Instructions in “Cleaning
the Mask at Home” .
Reassemble mask.

Mask leaks around
the face.

Mask may have been
fitted incorrectly.

Carefully follow instructions
in “Fitting” .

Technical Specifications

Pressure—Flow Curve

Flow Rate (L/min)
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Mask Pressure (cmH,0)

Dead Space Information

up to the swivel.

Dead space is the empty volume of the mask

The dead space of the mask varies according
to cushion sizes but is less than 208 mL.

Therapy Pressure

4 to 30 cmH,O




Storage

Ensure that the mask is thoroughly clean and dry before storing it for any
length of time. Store the mask in a dry place out of direct sunlight.

Resistance Drop in Pressure measured
at 50 L/min: < 0.5 cmH,O

at 100 L/min: < 1.5 cmH,0

Inspiratory at 50 L/min: < 2 cmH,O

Inspiratory and expiratory <
Expiratory at 50 L/min: < 2 cmH,O

resistance with the Non-

Disposal
The mask does not contain any hazardous substances and may be disposed

Rebreathing Valve open—to-
atmosphere pressure

of with your normal household refuse.

_ Symbols
The Non—Rebreathing < 2 cmH,O )
System and Packaging
Valve open—to—atmosphere
pressure LoT| Batch code
The Non—Rebreathing Valve < 2 cmH,O Date of manufacture

closed—to—atmosphere
pressure

Sound

DECLARED DUAL-NUMBER NOISE
EMISSION VALUES in accordance with ISO
4871. The A—weighted sound power level of
the mask is less than 33 dBA, with uncertainty
3 dBA. The A-weighted sound pressure level
of the mask at a distance of 1 mis less than
25 dBA, with uncertainty 3 dBA.

Environmental Conditions

Operating temperature: +5°C to+40°C (41°F
to 104°F)

Operating humidity: 10%~90% relative
humidity non—condensing

Storage and transport: =20°C to +60°C (-4°F
to 140°F)

Storage and transport humidity: 10%~90%
relative humidity non—condensing

Note: The mask system does not contain natural rubber latex, PVC or DEHP

materials.
10

Catalog number

Not made with natural rubber latex

Temperature limitation

Humidity limitation

Lo <08

Manufacturer

m
o

Authorized Representative in the European Community

Medical Device

Use—by date

= K E

Consult instructions for use

)

Single Patient — multiple use

11



Caution, consult accompanying documents.

C Indicates a Warning or Caution and alerts you to a possible injury
or explains special measures for the safe and effective use of the
device.

CE€... CEMark
Unique device identifier

Limited Warranty

It is warranted that the Mask, including Frame assembly, Cushion, Headgear
shall be free from defects in material and workmanship for a period of ninety
(90) days from the date of purchase by the initial consumer.

This warranty does not cover damage caused by accident, misuse, abuse,
negligence, alteration, failure to use or maintain the Product under conditions
of normal use and in accordance with the terms of the product literature, and
other defects not related to materials or workmanship.
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